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NOSB/NATIONAL LIST
COMMENT FORM
PROCESSING

Material Name: #2 Chymosin (microbial rennet)

Please use this page to write down comments, questions, and your anticipated vote(s).

COMMENTS/QUESTIONS:

1. In my opinion, this material is:
Synthetic Non-synthetic.

2. Should this material be allowed in an ;‘organic food” (95% or higher organic

ingredients)? Yes No
(IF NO, PROCEED TO QUESTION 3.)

3. Should this substance be allowed in a “food made with organic ingredients” (50% or
higher organic ingredients)? Yes No




TAP REVIEWER COMMENT FORM for uspa/NOSB

Use this page or an equivalent to write down comments and summarize
your evaluation regarding the data presented in the file of this potential
National List material. Complete both sides of page. Attach additional
sheets if you wish.

This file is due back to us by: A%. an L

Name of Material: mmMmg_hmvﬁ

Reviewer Name: Br:\m Bakcr'

Is this substance Synthetic or non-synthetic? Explain (if

appropriate) 8 ‘H\
o

If synthetic, how is the material made? (please answer here if our database

form is blank) f{-(a/q’ -Fn,.. CC/VCS WW_,, = Nen € 4M
L(G-M ‘F/.Ih«\ rfﬂ/\/A y‘hq ﬁ\fd( (— CJ/ "S)’/lri'@hf

This material should be added to the National List as:
Synthetic Allowed Prohibited Natural

or, | Non-synthetic (Allowed as an ingredient in organic food) ,Z,,,k Ce /W ol

]

Non-synthetic (Allowed as a processing aid for organic food)
or,  this material should not be on the National List
- -
’Fv‘u» €. C?(
Are there any use restrictions or limitations that should be

placed on this material on, the National List?
N.,T‘ 4~ VDA/A' ‘”‘°J'IM Sovrr €

Please comment on the accuracy of the information in the file:

Any additional comments? (attachments welcomed)

Do you have a co rcial\in st this material? Yes; Ao

Signature / Date g/é/qé
7 7 AN

7



USDA/TAP Reviewer
Comment Form

Name of Material:  Chymosin (Microbial Rennet)
Reviewer Name: Brian Baker

Synthetic

Chymosin is an enzyme that occurs naturally in calves, known also as rennin. It can also be
produced through the genetic manipulation of the E. coli bacteria strain K-12. The gene
that expresses chymosin is inserted into the E. coli K-12 bacteria, which is then grown
through fermentation culture. The NOSB has recommended that all organisms that have
been genetically modified by these techniques be considered synthetic.

1. This is used as a processing material.
2. Generally regarded as safe by FDA.
3. Fermentation process relatively contained.

4. No adverse effects reported. Relatively new product: not enough experience to
know long-term effects.

5. Processing material--not applicable.

6. Non-synthetic chymosin is available from calves. Other non-synthetic microbial
enzymes are also available.

7. It is questionable whether any product of rDNA can be considered compatible with
sustainable agriculture. The technology is too new to confidently predict long-term
effects. B

Recommendation:

Synthetic: Yes. Allowed: No.

The NOSB should establish criteria for IDNA technology to be compatible with
sustainable agriculture before evaluating any individual materials produced by these
techniques before recommending their addition to the National List. This will also allow
for more time to collect information on the long-term effects of the use of genetically
modified organisms and their products. The product is not necessary because rennin is
available from calves, and substitute enzymes are available from microorganisms that have
not been genetically modified by rDNA techniques.



TAP REVIEWER COMMENT FORM for USDA/NOSB

Use this page or an equivalent to write down comments and summarize

your evaluation regarding the data presented in the file of this potential
National List material. Complete both sides of page. Attach additional

sheets if you wish.

This file is due back to us by: Ana. S : 194 L

Ko | Revned)
Reviewer Name: | RECEIVED AUG 0 5 133

Name of Material:

Is this substance Synthetic or non-synthetic? Explain (if
appropriate) .
& \D\o E(\gm& ped — g\(MheJnL 1 \f {Rem _CRIX — von Svntkelic
If synthetic, how is the material made? (pfease answer here if our database
form is blank)

This material should be added to the National List as:
Synthetic Allowed Prohibited Natural

or, L~ Non-synthetic (Allowed as an ingredient in organic food) ~'¢{PomCAlves
Non-synthetic (Allowed as a processing aid for organic food)

or, L this material should not be on the National List ¢ botnymeceds

Are there any use restrictions or limitations that should be
placed on this material on the National List?

A enlythetve — donw .

Please comment on the accuracy of the information in the file:
rf\aq,‘ﬂ\b Complele — Mol Rcwurhie v Leacr

Any additional comments? [attachments welcomed)
noy¢

Do you have a commercial interest in this material? Yes; — No

Signature ﬂ?y CAS Date 7/?0/9;




Please address the 7 criteria in the Organic Foods Production Act:
(comment in those areas you feel are applicable)

(1) the potential of such substances for detrimental chemical interactions with other
raaterials used in organic farming systems;

Nene

(2) the toxicity and rnode of action of the substance and of its breakdown products or
any contaminants, and their persistence and areas of concentration in the
environment;

hond.

(3) the probability of environmental contamination during manufacture, use, misuse
or disposal of such substance;

fovg

(4) the effect of the substance on human health;
NorQ

(S) the effects of the substance on biological and chernical interactions in the
agroecosystem, including the physiological effects of the substance on soil
organisms (including the salt index and solubility of the soil), crops and livestock;

Lot

(6) the altermatives to using the substance in terms of practices or other available
materials; and /s

(7) its commpatbility with a systeru of sustainable agriculture.
70%{ i€ eylracdid Crom colye g



NOSB Materials Database 1

N Identification

Common Name Chymosin (Microbial Rennet)

Chemical Name

Other Names Rennin

Code #: CAS Code #: Other
N. L. Category MSDS oyes @ no
Chemistry ‘
Family o (o> W:,(c
( :
Composition \ N\\mé \u&ai\:f Qﬁdmcl
Properties -1 nen 1 per
How Made  Extracted from the stomach of slaughtered n calves; it may also be
made using chymosin produced by genetically altered micro-organisms.
. 7
Type of Use  Processing Mo eotumne paoducrd hy the arter gloade Aot Lourd it dhe
JRARC Juekl op Nowry ¢ MluES 1\ Extracled Crom the H3h
Stomnch of 1- Lukold S’uckhr‘lo chlure
Use/Action et A
| pennet CAE 120 )
Specific Use(s) Used as a coagulant in cheese manufacture = pennet (A
Action Consistis of highly specific reaction w/ K-casein that promotes syneresis and

curd packing and result in more cohesive structures of specific cheeses.
Combinations

Status
OFPA

N. L. Restriction
EPA, FDA, etc

Directions

Safety Guidelines

= Historical status

internationl status




NOSB Materials Database
OFPA Criteria

2119(m)1: chemical interactions

2119(m)2: toxicity & persistence

2119(m)3: manufacture & disposal consequences

2119(m)4: effect on human health

2119(m)5: agroecosystem biology

2119(m)6: alternatives to substance

2119(m)7: Is it compatible?

References

See attached. (ece > Couce Book Cor Food SC\QM‘\."\[) O cVermnn Aur
Couct ook and Hand Book Seiel « Vol [ pe. 224



AUG @5,’96 @1:@6PM FST/FPC oo P.12

TAP REVIEWER COMMENT FORM for USDA/NOSB

Use this page or an equivalent to write down comments and summarize
your evaluation regarding the data presented in the file of this potential
National List material. Complete both sides of page. Attach additional
sheets if you wish.

This file is due back to us by: ____A_‘“a_. S 'lgﬁb

Name of Material: FY QM‘+)
Reviewer Name: . Reise £, 7:;:4/ RECEIVED AUG 0 5 1995
Z
Is this substance Syhthetic or non-synthetic? Explain (if
appropriate) : /Ua-n S")/d%dﬁc
If synthetic, how is the material made? (please answer here if our database
form is blank)

, r:/t/f c(
heall ee/uJ mosen Shoutel b2 Coms
G;;:ILM:/M 74‘—-« 5/44/0/ 4/ a(an M-Ama,/ Li'f(

This' material should be added to the National List as:
Synthetic Allowed Prohibited Natural

or, __.¥ Non-synthetic (Allowed as an ingedieﬁt in organic food)
X__ Non-synthetic (Allowed as a processing aid for organic food)

or, 5 this material should not be on the National List

W&A{"& <

Are there any use res rictions or/lumtattons that should be
. placed on this material on the National List?

Please comment on the accuracy of the information in the file:

Any additional comments? [attachments welcomed)

Do you have a commercial interest in this material? Yes; _X No

Signature SA;L L. f/’/:}%’ Date g}/i/%-




AUG @5.796 B1:87PM FST/FPC

Please address the 7 criteria in the Organic Foods Producton Act:
(comment in those areas you feel are applicable)

(1) the potential of such substances for detrimental chemical interactions with other
ruaterials used in organic farming systems;

A)M

(2) the toxicity and mode of action of the substance and of its breakdown products or
any contaminants, and their persistence and areas of concentration in the

environment;

.~(" S v

(3) the probability ofenvuomnenta.l contamination during manufacture, use, misuse
or disposal of such substance;

e

(4) the effect of the substance on human health;

Noe

(S) the effects of the sabstance on blologica.l and chemical interactions in the
agroecosystem, including the physiological effects of the substance on soil
organisrus (inclading the salt index and solubility of the sofl), crops and livestock;

(6) the alternatives to using the substance in terms of practices or other available
matgriz.ls; and

(7) its compatibility with a systern of sustainable agriculture.

.13



Monday, August 12, 1996 08:33:31 PM CCOF : Page 1 of 1

USDA/TAP Reviewer
Comment Form

Name of Material: Chymosin (Microbial Rennet)
Reviewer Name: Brian Baker

Synthetic

Chymosin is an enzyme that occurs naturally in calves, known also as rennin. It can also be
produced through the genetic manipulation of the . coli bacteria strain K-12. The gene
that expresses chymosin is inserted into the . coli K-12 bacteria, which is then grown
through fermentation culture. The NOSB has recommended that all organisms that have
been genetically modified by these techniques be considered synthetic.

1. This is used as a processing material.

2. Generally regarded as safe by FDA.

3. Fermentation process relatively contained.

4. No adverse etfects reported. Relatively new product: not enough experience to know

long-term effects.
S. Processing material--not applicable.

6. Non-synthetic chymosin is available from calves. Other non-synthetic microbial
enzymes are also available.

7. It is questionable whether any product of IDNA can be considered compatible with
sustainable agriculture. The technology is too new to confidently predict long-term
effects.

Recommendation:

Synthetic: Yes. Allowed: No.

The NOSB should establish criteria to evaluate IDNA technology before recommending
that any individual organism or material produced by these techniques before be added to
the National List. This will also allow for more time to collect information on the long-term
effects of the use of genetically modified organisms and their products.




NOSB Materials Database

|dentification

Common Name Chymosin (Microbial Rennet)
Chemical Name

Other Names Rennin

Code #: CAS Code #: Other
N. L. Category MSDS oyes @ no
Chemistry
Family

Composition
Properties
How Made  Extracted from the stomach of slaughtered newly-born calves; it may also be
made using chymosin produced by genetically altered micro-organisms.

Type of Use Processing

Use/Action
Specific Use(s) Used as a coagulant in cheese manufacture
Action Consistis of highly specific reaction w/ K-casein that promotes syneresis and

curd packing and result in more cohesive structures of specific cheeses.
Combinations

Status
OFPA ’

N. L. Restriction
EPA, FDA, etc

Directions

Safety Guidelines

Historical status

Internationl status



